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DETAILED ACTION 

1 . This communication is in response to the application filed 2/6/06. Claims 1-10 
are pending. 

Claim Rejections - 35 USC § 101 

2. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 8-10 are rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. 

Based on Supreme Court precedent and recent Federal Circuit decisions, the 
Office's guidance to examiners is that a §101 process must (1) be tied to a particular 
machine or apparatus or (2) transform underlying subject matter (such as an article or 
materials) to a different state or thing. Diamond v. Diehr, 450 U.S. 175, 184 (1981); 
Parkerv. Flook, 437 U.S. 584, 588 n.9 (1978); Gottschalk v. Benson, 409 U.S. 63, 70 
(1972); Cochrane v. Deener, 94 U.S. 780,787-88 (1876). If neither of these 
requirements is met by the claim, the method is not a patent eligible process under 
§101 and should be rejected as being directed to nonstatutory subject matter. 

There are two corollaries to the machine-or-transformation test. First, a mere 
field-of-use limitation is generally insufficient to render an otherwise ineligible 
method claim patent- eligible. This means the machine or transformation must 
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impose meaningful limits on the method claim's scope to pass the test. Second, 
insignificant extra-solution activity will not transform an unpatentable principle into a 
patentable process. This means reciting a specific machine or a particular 
transformation of a specific article in an insignificant step, such a data gathering or 
outputting, is not sufficient to pass the test. 

While claim 8 recites "a computerized method" in the preamble, this is 
considered to be a field-of-use limitation, and does not make the claim patent- 
eligible. Claims 9-10 contain similar deficiencies and fail to correct the deficiencies of 
claim 8, and are therefore also rejected. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 1 -1 0 are rejected under 35 U.S.C. 1 1 2, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 recites the limitation "periodically match compatible patients and clinical 
studies without reliance on calculation of probability based inferences of matching." The 
Examiner understand that negative limitations are not inherently vague and indefinite. 
However, in the instant case, it is not what is being excluded by the negative limitation, 
without reliance on calculation on probability. Applicant has failed to define or clarify 
how the inventive matching algorithm or technique is performed. The proper scope of 
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applicant's invention cannot be properly ascertained and a potential infringer would not 
be advised of the metes and bounds of applicant's invention. 

A similar analysis may be applied to claim 8, which recites a similar limitation. 
Claims 2-7 and 9-10 inherit the deficiencies of their respective independent claims 
through dependency and are therefore also rejected. 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

6. Claims 1 -1 0 are rejected under 35 U.S.C. 1 02(e) as being anticipated by Rao et 
al US 20030130871 A1 (which incorporates by reference in its entirety US 

2003/01 20458A1 , also by Rao et al. -portions from this application are cited in the 
rejection below as mentioned) 

[claim 1] Rao discloses a system for automatically matching patients to clinical trials 
comprising: 

• a database component operative to maintain: one or more hospital patient 
database components and their one or more hospital databases and their 
corresponding plurality of patient names and their medical records, (Figures 2-3- 
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(250 or 350) collects info, from hospitals); par. 17, 31) wherein said hospital 
patient database components are in communication with one or more medical 
practice database components and their corresponding plurality of specialties 
and their corresponding plurality of patient names and their medical records; 
(par. 17, 31, par 51 — the Database/repository which receives hospital record 
data serves as a place where drug companies can go and requests list of people 
fitting desired criteria; system may also track physician for patients meeting 
particular criteria ) 

• a clinical studies database component and its corresponding plurality of clinical 
studies; (Figure 3, (390) studies database) 

• a communications component to receive changes to said database component; 
and (par. 28-29 network interface; external storage using a database 
management system managed by the processor) 

• a processor programmed to: periodically match compatible patients and clinical 
studies without reliance on calculation of probability based inferences of 
matching, (par. 48-50— questionnaires are used) and generate reports to 
matched medical practices in said medical practice database component having 
one or more patients matched to at least one clinical study, (par. 35 and 48-51) 

[claim 2] Rao discloses the system according to claim 1 , wherein: said database 
component identifies patient names associated with each medical practice in said 
medical practice database component; (par. 31, 34,-35) and said processor generates 



Application/Control Number: 10/567,534 Page 6 

Art Unit: 3626 

reports to medical practices having identified patients, said reports including a listing of 
prospective patients for at least one clinical trial, (par. 36) 
[claim 3] Rao discloses the system according to claim 1, further comprising: a 
searching component for searching said clinical studies database component, and said 
one or more hospital patient database components, wherein said communications 
component is adaptable to receive searching order instructions, (par. 51— clinical trials 
brokerage component can access CPR with patient hospital records; and can also have 
contact with patients seeking a particular study) 

[claim 4] Rao discloses a he system according to claim 3, wherein: said processor 
is programmed with a rule-based system to vary search parameter priority, wherein said 
search parameter priority is set to search free text keywords or a phrase in a specified 
order, (par. 37-through incorporation by reference of "Patient data Mining," US 
2003/013087; -Rao discloses that the CPR is generated by systematic search and 
extraction of free text par. 11-12) 

[claim 5] Rao discloses the system according to claim 4, wherein: said search 
parameter priority is set to search free text keywords or a phrase last. (par. 37-through 
incorporation by reference of "Patient data Mining," US 2003/013087 — par. 43: search 
and extraction from a text source may be carried out by phrase spotting, which requires 
a list of rules that specify the phrases of interest) 
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[claim 6] Rao disclose the system according to claim 1 wherein said processor is 
further programmed to convert database information from incompatible operating 
systems to the operating system of the processor, (par. 37-through incorporation by 
reference of "Patient data Mining," US 2003/01308 par. 44— Rao explains the 
generation of the CPR. The data sources include structured and unstructured 
information. Structured information may be converted into standardized units, where 
appropriate. Unstructured information may include ASCII text strings, image information 
in DICOM (Digital Imaging and Communication in Medicine) format, and text documents 
partitioned based on domain knowledge.) 

[claim 7] Rao teaches the system according to claim 1 , wherein said clinical 
studies database contains clinical trials selected from the group consisting of clinical 
drug trials and clinical device trials. ( Figures 2-3; par. 31,50— clinical drug studies) 

[claim 8] Rao discloses a computerized method for matching patients to clinical 
medical studies comprising: 

• identifying a group of patients in a hospital database; (par. 36, 39) 

• identifying at least one clinical study;(par. 50) 

• maintaining a database identifying each said patient in said hospital database 
and each said clinical study; and (par. 51) 

• comparing said group of patients in said hospital database to said clinical studies 
and matching one or more patients in a hospital database to one or more clinical 
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trials without reliance on calculation of probability- based inferences of matching. 
(Figure 4; par. 51-52) 



[claim 9] Rao discloses the method according to claim 8, further comprising: 
maintaining said database to include a plurality of patient profiles associated with a 
corresponding medical practice;(par. 34-35) and notifying a medical practice when at 
least one of said patient profiles matches the requirements of said clinical studies, (par. 
35) 

[claim 10] Rao discloses the method according to claim 8, wherein said step of 
maintaining a database further comprises converting data from an incompatible 
operating system to the operating system of the processor, (par. 37-through 
incorporation by reference of "Patient data Mining," US 2003/01308 par. 44— Rao 
explains the generation of the CPR. The data sources include structured and 
unstructured information. Structured information may be converted into standardized 
units, where appropriate. Unstructured information may include ASCII text strings, 
image information in DICOM (Digital Imaging and Communication in Medicine) format, 
and text documents partitioned based on domain knowledge.) 



Conclusion 

7. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure: 
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• Tiles et al (US 200901 501 87A1 )— a system for facilitating participation of 
subjects in clinical trials. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to RACHEL L. PORTER whose telephone number is 
(571)272-6775. The examiner can normally be reached on M-F, 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, (Christopher) Luke Gilligan can be reached on (571) 272-6770. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Rachel L. Porter/ 
Examiner, Art Unit 3626 
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